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(3) An interpreter was provided if the
individual to be sterilized did not un-
derstand the language used on the con-
sent form or the language used by the
person obtaining consent;

(4) The individual to be sterilized was
permitted to have a witness of his or
her choice present when consent was
obtained;

(5) The consent form requirements of
§ 441.258 were met; and

(6) Any additional requirement of
State or local law for obtaining con-
sent, except a requirement for spousal
consent, was followed.

(b) When informed consent may not be
obtained. Informed consent may not be
obtained while the individual to be
sterilized is—

(1) In labor or childbirth;
(2) Seeking to obtain or obtaining an

abortion; or
(3) Under the influence of alcohol or

other substances that affect the indi-
vidual’s state of awareness.

§ 441.258 Consent form requirements.

(a) Content of consent form. The con-
sent form must be a copy of the form
appended to this subpart or another
form approved by the Secretary.

(b) Required signatures. The consent
form must be signed and dated by—

(1) The individual to be sterilized;
(2) The interpreter, if one was pro-

vided;
(3) The person who obtained the con-

sent; and
(4) The physician who performed the

sterilization procedure.
(c) Required certifications. (1) The per-

son securing the consent must certify,
by signing the consent form, that

(i) Before the individual to be steri-
lized signed the consent form, he or she
advised the individual to be sterilized
that no Federal benefits may be with-
drawn because of the decision not to be
sterilized;

(ii) He or she explained orally the re-
quirements for informed consent as set
forth on the consent form; and

(iii) To the best of his or her knowl-
edge and belief, the individual to be
sterilized appeared mentally com-
petent and knowingly and voluntarily
consented to be sterilized.

(2) The physician performing the
sterilization must certify, by signing
the consent form, that:

(i) Shortly before the performance of
sterilization, he or she advised the in-
dividual to be sterilized that no Fed-
eral benefits may be withdrawn be-
cause of the decision not to be steri-
lized;

(ii) He or she explained orally the re-
quirements for informed consent as set
forth on the consent form; and

(iii) To the best of his or her knowl-
edge and belief, the individual appeared
mentally competent and knowingly
and voluntarily consented to be steri-
lized.

Except in the case of premature deliv-
ery or emergency abdominal surgery,
the physician must further certify that
at least 30 days have passed between
the date of the individual’s signature
on the consent form and the date upon
which the sterilization was performed.

(3) In the case of premature delivery
or emergency abdominal surgery per-
formed within 30 days of consent, the
physician must certify that the steri-
lization was performed less than 30
days, but not less than 72 hours after
informed consent was obtained because
of premature delivery or emergency ab-
dominal surgery and—

(i) In the case of premature delivery,
must state the expected date of deliv-
ery; or

(ii) In the case of abdominal surgery,
must describe the emergency.

(4) If an interpreter is provided, the
interpreter must certify that he or she
translated the information and advice
presented orally and read the consent
form and explained its contents to the
individual to be sterilized and that, to
the best of the interpreter’s knowledge
and belief, the individual understood
what the interpreter told him or her.

§ 441.259 Review of regulations.

The Secretary will request public
comment on the operation of this sub-
part not later than 3 years after its ef-
fective date.
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